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REMARKS 

Claims 24, 28, and 30 were amended to particularly point out and distinctly claim the 
subject matter of the invention. No new matter is introduced. 

Reconsideration and removal of the rejections are respectfully requested. 

Rejection Under 35 U.S.C. §112, second paragraph 

Claims 64-66 were rejected under 35 U.S.C. §112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which Applicant 
regards as the invention. Applicant respectfully traverses. 

The Office states that claim 64 docs not make sense. Claim 64 recites, in part: "placing a 
first cover on the inner surface of the stent without covering the outer surface with the first 
cover." The Office asks: "If the cover is on the inside of the stent, how could it possibly ever 
cover the outer surface." As best understood, the Office wants Applicant to explain how it is 
possible not to perform the claimed process. That is, the Office asserts that §1 12, second 
paragraph requires the claim be written in a way that allows a person to understand how not to 
perform the claimed process. The Office has improperly reversed the test for definiteness. 

"The test for definiteness under 35 U.S.C. § 1 12, second paragraph, is whether those 
skilled in the art would understand what is claimed . . . ." Ex Parte Miyazaki, 89 USPQ2d 1207, 
1210 (BPAI 2008) (citations and internal quotations omitted). In this case, the Office has not 
indicated that any terms are unclear, imprecise, or inconsistent with each other or with the 
specification to any degree that might render claim 64 vague and indefinite. There is simply no 
prima facie case of indefiniteness here. Applicant respectfully submits that claim 64 satisfies 
§ 1 12, second paragraph. 
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The rejection is also improper to any extent that the Office has rejected claim 64 as 
prolix. "Examiner should reject claims as prolix only when they contain such long recitations of 
unimportant details that the scope of the claimed invention is rendered indefinite thereby." 
MPEP §2173.05(m). No such recitation is present in claim 64. 



Rejection Under 35 U.S.C. $112, first paragraph 

Claim 64 was rejected under 35 U.S.C. §112, second paragraph, as failing to comply with 
the written description requirement. The Office asserts that certain elements of claim 64 are new 
matter and "does not agree that paragraphs 47 and 50 (as applicant claims) support these 
amendments to claim 64." Office Action at 3. The alleged new matter are identified by 
underling below. 

64. A method of manufacturing a coating for a stent, the stent including a 
tubular body having an outer surface and an inner surface, the method 
comprising: 

First Clause placing a first cover on the inner surface of the stent without covering 

the outer surface with the first cover ; 

Second Clause applying a first composition to the outer surface of the stent to form a 

first coating, wherein the first cover on the inner surface prevents the first 
composition from being applied on to the inner surface such that the inner 
surface is free from the first coating; 

Third Clause removing the first cover from the inner surface of the stent; 

Fourth Clause placing a second cover on the first coating on the outer surface of the 

stent; 

Fifth Clause applying a second composition to the inner surface of the stent to 

form a second coating, wherein the second cover on the first coating prevents 
the second composition from being applied on to the first coating such that 
the first coating is free from the second coating; and 

Sixth Clause removing the second cover from the first coating to manufacture a 

coating for the stent. 
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The Office asserts that the subject matter underlined above "was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed invention." 
Applicant respectfully disagrees for the reasons set forth below. 

Paragraph 50 at page 16 of the originally filed specification clearly supports the first three 

clauses of claim 64. Paragraph 50 states: 

[0050] Second coating 32 can be formed on outer surface 1 8 prior to or 
subsequent to the formation of first coating 28 on inner surface 20. Stent 10 can 
be temporarily mounted on a conventional mandrel such that the mandrel fits 
within hollow bore 22 and against inner surface 20 or first coating 28. Stent 10 
can then be immersed in or sprayed with a polymer-solvent composition 
containing a therapeutic substance to form second coating 32. 

First Clause of Claim 64 

Paragraph 50 provides that a conventional mandrel can be inserted in a stent and placed 
"against inner surface 20". This corresponds to "placing a first cover on the inner surface of the 
stent" as recited in claim 64. A person skilled in the art would also appreciate from paragraph 50 
that the conventional mandrel is placed on the inner surface of the stent "without covering the 
outer surface" of the stent. This is because a conventional mandrel is commonly understood by 
one skilled the art to be a structure that is capable of being inserted inside a stent, and when 
inserted, the mandrel does not cover the outer surface of the stent. 

Second Clause of Claim 64 

Paragraph 50 provides that after placing the mandrel over the inner surface of the stent, 
the stent "can then be immersed in or sprayed with" a composition to form a coating on the outer 
surface of the stent. This corresponds to "applying a first composition to the outer surface of the 
stent to form a first coating," as recited in claim 64. In paragraph 50, the mandrel is placed 
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"against" the inner surface, which reasonably conveys to one skilled in the art that the mandrel 
"prevents the first composition from being applied on to the inner surface such that the inner 
surface is free from the first coating," as recited in claim 64. 

Third Clause of Claim 64 
Paragraph 50 also provides that stent is "temporarily mounted" on the conventional 
mandrel, which reasonably conveys to one skilled in the relevant art that the mandrel is 
subsequently removed. Also one skilled in the art would understand that a manufactured stent 
does not include a mandrel left inside of it. This understanding further conveys to one skilled in 
the art that the inventors had in their possession at the time of application filing the concept or 
idea of "removing the first cover" as recited in claim 64. 

Paragraphs 47 and 50 of the originally filed specification clearly support the remaining 

clauses of claim 64. Paragraph 47 at page 15 states: 

[0047] The first solution can be deposited onto inner surface 20 in any suitable 
manner capable of allowing the first solution to be applied to inner surface 20 
without exposure of outer surface 18 to the first solution. For example, outer 
surface 18 can be covered by a removable sheath during application of the first 
solution, allowing the first solution to coat only inner surface 20. 

Fourth Clause of Claim 64 

Paragraph 47 provides that the outer surface of the stent can be covered with a removable 
sheath. The sheath covering functions as a mask that allows a coating to be applied to the inner 
surface of the stent and nowhere else. Paragraph 50 states that coating of the outer surface can 
be performed "prior to" coating of the inner surface, meaning that the outer surface is already 
coated when it comes time to coating the inner surface. This disclosure in paragraph 50 
reasonably conveys to one skilled in the art that the removable sheath in paragraph 47 is placed 
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on the outer surface coating in order to allow another coating to be applied only to the inner 
surface. Therefore, paragraphs 47 and 50 reasonably convey to one skilled in the art that the 
inventors had in their possession at the time of application filing the concept or idea of "placing a 
second cover on the first coating on the outer surface" as recited in claim 64. 

Fifth Clause of Claim 64 

As previously indicated, paragraph 47 of the originally filed specification provides that a 
coating can be applied to the inner surface of the stent while a removable sheath prevents the 
application of the coating anywhere else on the stent. This disclosure in paragraph 47 reasonably 
conveys to one skilled in the art that the inventors had in their possession at the time of 
application filing the concept or idea of "applying a second composition to the inner surface of 
the stent . . . wherein the second cover on the first coating prevents the second composition from 
being applied on to the first coating. . ." as recited in claim 64. 

Sixth Clause of Claim 64 

The term "removable" that is used to describe the sheath in paragraph 47 would 
reasonably conveys to one skilled in the art that the inventors had in their possession at the time 
of application filing the concept or idea of "removing the second cover from the first coating. .." 
as recited in claim 64. 

Though elements of claim 64 were discussed above in connection with certain paragraphs 
in the originally filed specification, Applicant makes no assertion that claim 64 is limited to the 
embodiments described in those specification paragraphs. 

"The subject matter of the claim need not be described literally" in order for the 
disclosure to satisfy the description requirement. MPEP §2163.02. "The fundamental factual 
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inquiry is whether the specification conveys with reasonable clarity to those skilled in the art 
that, as of the filing date sought, applicant was in possession of the invention as now claimed." 
MPEP 2163, 1, B. Having established that the specification as originally filed conveys that the 
inventors had in their possession all elements of claim 64, Applicant respectfully requests the 
Office indicate allowance of claim 64 and the claims depending therefrom. 

Rejection Under 35 U.S.C. $103 

/. Ragheb 

Claims 23, 32, 56, 59, and 60 were rejected under 35 U.S.C. § 103(a) as being 
unpatentable over US 6,299,604 ("Ragheb"). The Office reiterates its findings and reasons for 
rejection given in the prior Office action, stating again that "one skilled in the art would know to 
place the angiogenic substance of Ragheb on the inner surface (where the blood is) and the 
antiproliferative on the outer surface (where the blood vessel cells are)." Office Action at 4. 

Ragheb merely mentions angiogenic and antiproliferative substances within a long list of 
therapeteutic agents (col. 8:6 to col. 10:16) and provides no disclosure of placing angiogenic and 
antiproliferative substances in the particular coating configuration recited in the claims. 
Contrary to the Office's assertion, Ragheb provides no disclosure of placing an angiogenic 
substance "where the blood is" and of placing an antiproliferative substance "where the blood 
vessel cells are." 

"When there is motivation to solve a problem and there are a finite number of identified 
predictable solutions, a person of ordinary skill has good reason to pursue the known options 
within his or her technical grasp." Ex Parte Kubin, 83 USPQ2d 1410, 1414 (BPAI 2007), 
quoting KSR v. Teleflex, 82 USPQ2d 1385, 1397 (2007). The Board in Ex Part Kubin noted that 
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with "a limited number of methodologies available . . . [t]he skilled artisan would have had 
reason to try these methodologies with the reasonable expectation that at least one would be 
successful." Id. at 1414. The present case is entirely different. In Ragheb, one paragraph alone 
mentions over 70 substances (col. 9:26 to col. col. 10:16), which gives rise to at least 4830 (equal 
to 70 multiplied by 69) unique ways that the inner and outer surfaces of the stent can be coated 
with those substances. With literally thousands of possible coating permutations, Ragheb clearly 
does not disclose a "limited number" of coating permutations to chose from and, thus, fails to 
establish that "one skilled in the art would know" (as the Office alleges) to place an angiogenic 
substance on the inner surface and an antiproliferative substance on the outer surface. 

Also, it would not have been obvious to try all the coating permutations of Ragheb to 
arrive at a successful result. MPEP §2145, X, B provides that it is improper to assert an 
"obvious to try" standard under § 103 in cases where a person would have "to vary all parameters 
or try each of numerous possible choices until one possibly arrived at a successful result, where 
the prior art gave either no indication of which parameters were critical or no direction as to 
which of many possible choices is likely to be successful...." Here, Ragheb gives no direction as 
to which of one of thousands of choices (i.e., which particular substance and which particular 
stent surface where that substance is to be placed) is likely to be successful. 

For the reasons given above, Applicant respectfully submits that independent claims 23 
and 56 are patentably allowable over Ragheb. Claims 32, 59, and 60 depend from base claims 
23 and 56 and are patentably allowable over Ragheb for at least the same reasons given above 
for the base claims. 

//. Weber 

Claims 23, 32, 45, 56 and 58-60 were rejected under 35 U.S.C. § 103(a) as being 
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unpatentable over US 6,517,888 ("Weber"). The Office reiterates its findings and reasons for 
rejection given in the prior Office action, stating again that "one skilled in the art would know to 
place the angiogenic substance of Weber on the inner surface (where the blood is) and the 
antiproliferative on the outer surface (where the blood vessel cells are)." Office Action at 5. 

Weber fails to disclose the particular placement of angiogenic and antiproliferative 
substances recited in the claims and fails to provide any guidance whatsoever as to how such 
substances should be placed on the stent, whether facing the blood or the vessel wall. Weber 
merely mentions angiogenic and antiproliferative substances within a long list of therapeteutic 
agents (col. 5:56 to col. 7:23) and provides no disclosure of using angiogenic and 
antiproliferative substances in the particular coating configuration recited in the claims. As in 
Ragheb, the vast number of substances mentioned in Weber gives rise to over a thousand 
possible coating permutations, which is too large a number to even come close to establishing 
that "one skilled in the art would know" (as the Office alleges) to place an angiogenic substance 
on the inner surface and an antiproliferative substance on the outer surface. The "obvious to try" 
standard is inapplicable since Weber gives no direction as to which one of over a thousand 
choices (i.e., which particular substance and which particular stent surface where that substance 
is to be placed) is likely to be successful. 

For the reasons given above, Applicant respectfully submits that independent claims 23 
and 56 are patentably allowable over Weber. Claims 32, 45, and 58-60 depend from base claims 
23 and 56 and are patentably allowable over Weber for at least the same reasons given above for 
the base claims. 

///. Loeffler 

Claims 23, 30-32, 56, and 58-60 were rejected under 35 U.S.C. § 103(a) as being 
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unpatentable over US 5,897,91 1 ("Loeffler"). The Office reiterates its findings and reasons for 
rejection given in the Office Action of 6/12/08, stating again that "one skilled in the art would 
know to place the angiogenic substance of Loeffler on the inner surface (where the blood is) and 
the antiproliferative on the outer surface (where the blood vessel cells are)." Office Action at 6. 

Loeffler fails to disclose the particular placement of angiogenic and antiproliferative 
substances recited in the claims and where they should be placed, whether facing the blood or 
facing the vessel wall. Loeffler merely mentions angiogenic and antiproliferative substances 
within a long list of therapeteutic agents (col. 2:54 and col. 3:4-32). As in Ragheb, the vast 
number of substances mentioned in Loeffler gives rise to over a thousand possible coating 
permutations, which is too large a number to establish that "one skilled in the art would know" 
(as the Office alleges) to place an angiogenic substance on the inner surface and an 
antiproliferative substance on the outer surface. The "obvious to try" standard is inapplicable 
since Loeffler gives no direction as to which one of over a thousand choices (i.e., which 
particular substance and which particular stent surface where that substance is to be placed) is 
likely to be successful. 

For the reasons given above, Applicant respectfully submits that independent claims 23 
and 56 are patentably allowable over Loeffler. Claims 30-32 and 58-60 depend from base claims 
23 and 56 and are patentably allowable over Loeffler for at least the same reasons given above 
for the base claims. 

IV. Ragheb in view of Harish 

Claim 57 was rejected under 35 U.S.C. § 103(a) as being unpatentable over Ragheb in 
view of US 6,506,437 {"Harish"). 
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As indicated above, claim 56 is patentably allowable of Ragheb. Harish fails to cure the 
deficiency of Ragheb with respect to claim 56 and therefore claim 56 is also patentably 
allowable over Ragheb in view of Harish. Claim 57 depends from claim 56, includes every 
element of claim 56, and is therefore patentably allowable over Ragheb in view of Harish for at 
least the same reasons that claim 56 is patentably allowable. 



In light of the foregoing remarks, this application is considered to be in condition for 
allowance, and early passage of this case to issue is respectfully requested. If necessary to effect 
a timely response, this paper should be considered as a petition for an Extension of Time 
sufficient to effect a timely response, and please charge any deficiency in fees or credit any 
overpayments to Deposit Account No. 07-1850. 



Conclusion 
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